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I a m  subm i ttin g  th e  fo l l ow i ng  c o m m e n ts o n  th e  a b o v e  n o te d  d r a ft g u i d a n c e  o n  b e h a l f o f 
th e  In d u s try Coa l i t i on  o n  2 1  CFR  P a r t 1 1  (Coa l i t ion ) .  T h e  Coa l i t i on  comp r i ses  1 4  t r ade  
assoc ia t ions  r e p r e s e n tin g  m a n u fac tu re rs  o f FDA - r e g u l a te d  p r o d u c ts, i nc l ud i ng  fo o d s , 
d r u g s , c o sme tics, ve te r i na ry  d r u g s , a n d  m e d ical  dev ices.  T h e  Coa l i t i on  h a s  h a d  
n u m e r o u s  d iscuss ions  wi th F D A  ove r  th e  p a s t fo u r  yea rs  as  th e  A g e n c y  m o v e d  fo r w a r d  
to  pub l i s h  g u i d a n c e  c lar i fy ing comp l i a nce  issues i n  a  n u m b e r  o f d i f fe rent  a r e a s . Th is  
o n g o i n g  d i a l o g u e  b e tween  In d u s try a n d  F D A  h a s  b e e n  ex t reme ly  u s e fu l  n o t just i n  
i nc r eas i ng  th e  awa r e n ess  o f issues a n d  conce rns ,  b u t a l so  i n  r eso l v i ng  ve ry  comp l ex  
ex is t ing issues a n d  stay i n g  cu r ren t  wi th e m e r g i n g  issues c r ea t ed  as  n e w  te c hno l o g y  is 
i n t r oduced  in to  m a n u fac tu r i ng  systems a n d  p rocesses .  

T h e  Coa l i t i on  is p l e a s e d  th a t F D A  h a s  i ssued  a  n e w  d r a ft g u i d a n c e  th a t takes  a  r isk- 
b a s e d  a p p r o a c h  to  comp l i ance .  T h e  Coa l i t i on  s t rong ly  s u p p o r ts th is  r i sk -based  
a p p r o a c h  as  a  m o r e  real ist ic a n d  e ffect ive way  to  p r o tect pub l i c  h e a l th , b u t b e c a u s e  P a r t 
1 1  a ffects a l l  th e  F D A  c e n te rs  a n d  th e  O ffice  o f R e g u l a to ry  A ffa i rs  th e r e  r ema i n s  m u c h  to  
b e  d o n e . In te g r a tin g  r isk b a s e d  p r ocesses  in to  P a r t 1 1  c o m p u te r  system va l idat ion,  
a u d i t trai ls, a n d  e lec t ron ic  d a ta  r e te n tio n  wi l l  ta k e  tim e  a n d  th is  rea l i ty s h ou l d  b e  c lear ly  
r e cogn i z ed  i n  F D A ’s p l a ns  fo r  fu tu r e  g u i d a n c e , e n fo r c e m e n t a n d  i n te rna l  t ra in ing.  

T h e  Coa l i t i on  c o n tin u e s  to  be l i e ve  th a t a n  o n g o i n g  d i a l o g u e  o n  th e  cr it ical i ssues is th e  
b e s t way  fo r  a l l  p a r tie s  to  e n s u r e  e ffect ive comp l i ance .  F D A  as  we l l  as  indust ry  h a s  a  
ves ted  in terest  i n  d e ve l o p i n g  s o u n d  a p p r o a c h e s  to  m a n a g e  a n d  m a in ta in  e lec t ron ic  
reco rds .  T h e  A g e n c y  wi l l  b e  r ece i v i ng  m o r e  indust ry  r e g u l a to ry  subm iss i ons  i n  
e lec t ron ic  fo r m  as  b o th  p a r tie s  m o v e  towa r d s  pape r l e ss  e n v i r o n m e n ts. Th is  m e a n s  th a t 
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FDA will confront the same issues as industry is facing with respect to validation of 
systems and processes, electronic signatures, and the long term maintenance of 
electronic documents. Practical solutions must be sought for all of these matters. As 
the FDA moves forward in finalizing this approach, it should clarify that the risk-based 
approach applies to all activities subject to Part 11 and not just those highlighted in this 
guidance document. 

A risk-based approach will also acknowledge that some records have decreasing value 
over time. This will assist both the FDA and regulated industry in determining what 
records need to be archived, in what form and for how long. As the Coalition has noted 
to FDA in the past, long term record maintenance is one of the most vexing problems we 
face. 

In two major areas, FDA has made good initial efforts to address critical areas. The 
guidance on computer validation that was developed by the Center for Devices and 
Radiological Health is a sound document that covers the major issues on this topic 
(General Principles of Software Validation; Final Guidance for industry and FDA Staff 
(FDA, Center for Devices and Radiological Health, Center for Biologics Evaluation and 
Research, 2002). In addition, the Coalition supports the use of System Time rather than 
Local Time in time stamps as a good practice and recommends that this practice be 
incorporated into a future guidance. 

The Coalition is pleased to see that FDA has withdrawn the Compliance Policy Guide 
and will be exercising discretion prior to taking regulatory action. The Coalition believes 
that this is a critical issue, and FDA must make an effort to work with the field inspectors 
to explain how this will be conceptually applied in practice. 

The FDA’s Guidance for Industry: Computer Systems Used in Clinical Trials is very 
much oriented toward Part 11, but was not withdrawn. In cases where there is a conflict 
between this clinical trials guidance and the Part 11 Scope and Application guidance, 
(e.g., legacy systems, validation, audit trails, and record retention issues), the FDA 
should clarify that the new Part 11 Scope and Application guidance will take precedence 
over the older guidance on Computer Systems Used in Clinical Trials. 

The Coalition looks forward to the finalization of this draft guidance as a first step 
towards a reasonable approach to Part 11 Compliance. We look forward to a continuing 
discussion with FDA on areas of mutual interest. 

Sincerely, 

Chair, Industry Coalition on Part 11 & 
Associate Vice President for Regulatory 
Affairs; Pharmaceutical Research and 
Manufacturers of America 


